
DEPAR WEA AND HUMAN SERVICES 

Revised ~~~~~ia~~e Policy Guide; Male Condom Defects; Avai 

r&ration, III-IS 

e Feud and D-m vai~a~i~ity of a draft 

evised co guide (CRC?) ~~t~t~ed ” PC 7124.21).” l[lhis draft 

es guidance ~~~~e~i~g FDA’s water feak testing and air burst testing of male condoms. 

ance is being issued for public comment only and wi 1 not be i~~~e~ented until 

in the redera Register. 

t written or efeetronic comments on the draft by [insert date 90 buys aper 

E w~tten requests for single co ies on a 3.5” diskette of the draft CPC, cutlet 

76 to the Division of Small Mauufa~~rers, 

~~su~~r Assistance (DSMICA), Center fur Devices a 

Drug Ad~nis~at~~~, 1350 Piccard Dr., ockvifle, MD 20850 

597 or outside ?vID ~-8~~~3~-2~4~). Send two se~f~address~d a hesive fabefs to assist 

that office in ~r~cess~~g your request, or fax your request to 3~~~43-~$1~. Submit written 

aft CPG to the Dockets a~age~ent Branch (WA-3 

0 Fishers Lane, rm. 106f, Roe ille, MD 20852. Su~~t eIectronic cQ~ents 

i~f~~at~~~ on ele~~ouic access to these documents. 
sra02l 



Earth, 

ext. If7 

an 

am, Center for Dev adiologi~al 

~uistration, 2098 Gaither 

ed ““Male Con om Defects (CCP 7 124.2 1 ” is revising CPG 7 

at is ~~~e~t~y entitled ~~~oudo~s~ Defects- Criteria for Direct Reference Seizure.” 

this CP6 was c ed in t aft document; however, e CPG number remains the same. 

The purpose ft CPG is to provide guid~~e to FDA personne conveying FEIA’s 

both latex and synthetic male c~~dorns as well. as air burst testing of latex 

male co~doms~ 

ce with section 514(c) of the Federa ood, Drug, and cosmetic Act (the act) 

ended by the FDA Mode~i~at~on et of 1997, the agency now 

i~dust~a~ standards for oses of meeting t e act’s require 

e condoms, FDA as recognized, in part, two standards: ( ) Ame~can Society for Testing 

s’ Sta~d~d Speci~~at~on for Rubber contraceptives (Male o~doms)-AS~M D3492- 

7 and (2) ~nte~atjona~ an~zat~o~ for Stand~d~~atiun’s Rubber Condoms Stand~d-~S~ 4074- 

1. 

anges were included in is draft revised GPG to confo to these two 

r leak testing, the acceptable quality level was lowered from 0.4 to 0.25 in 

~uufu~an~e with the two referenced standards. regulator guidance an 

A’s air burst testin for the first time. A is concerned about the ability of latex 

reakage and has implemented air burst testing as a measure of elas 

s~~~gth* A “fat” tion for FDA sampling and more specific guidance on sarn~~~~g and analyses 

were also added to the revised draft CPC. 
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ante dQ~ument represents the a ency’s current thin~~g on 

ce and test and sampling methods. It does not create or confer any rights for 

and does not operate to bind FDA or e public. An alte atbe approach may 

e used if sue roach satisfies the requirements of the appficable statute an rggulati~ns. In 

guidance practices (21 C X 0. I 1 S), this draft CPC is consi 

not in effect at this time. 

idance document is being issue 

after a notice of ava~~ab~~ity is 

cy e revised policy. 

ent only and is 

e Federal Register 

raft CPG and current CR3 may be downloaded to a ersonaf computer lath 

t. The Office of ome page includes ese documents 

ay be assessed at htt~:~~www.fda. ovlora. The reference documents wiff be avai le on 

the C~rn~~~ance 

6, current CP B 4176 are avail 

he referenced documents on you FAX machine, calf the CDRH pacts-in-demand (FQD) 

sys tern 99-0381 or 3OL-- from a touch tone tefephone. Press 1 t 

system* At the see d voice prompt press I to or er a du~ument. Enter e document numbers 

ft CPG) and 1400 (LI 4f76) followe by the pound sign (#). Follow 

to complete the request. 

Xntereste ersons may submit to the Dockets Management Branc (see ADDRESSES) written 

or electronic advents on this draft CR3 [insert date PO days after date uf ~~~~~~~~~u~ in 

er]. Two copies of any comments are to be submitted, except 

ents are to be identified with t ber found in brackets 
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in the headi of this d~c~rne~t. The agency wiff review alf cements, but in issuing a final 

PG, need not s e~~f~~a~~y address each comment. f app~op~ate~ the agency will make changes 
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